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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 IVIONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, nnay a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C, § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 22 July 2003 . 
2a)\Z\ This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-5 J -21 and 23-77 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n C!aim(s) is/are allowed. 

6) 13 Claim(s) 1-5. 7-21 & 23-77 is/are reiected. 
?)□ Claim(s) is/are objected to. 

Q)\Z\ Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)D The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .n Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/IVlail Date. . 

3) □ Infomnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 
1. Tke following is a quotation of tke first paragrapk of 35 U.S.C. 112: 

Tke specification shall contain a written Jescription of tke invention, and of tlie manner and process of making 
and using it; in suck full, clear, concise, and exact terms as to enakle any person skilled in tke art to wkick it 
pertains, or witk wkick it is most nearly connected, to make and use tke same and skall set fortk tke test mode 
contemplated ky tke inventor of carrying out kis invention. 

Claims 1-5; 7-21 & 23-77 are rejected under 35 U.S.C. 112, first paragrapk, kecause 
tke specification, wkile keing enakling for Pompe disease diagnosis is kumans, does not 
reasonakly provide enaklement for Pompe disease diagnosis in animals. Tke specification does 
not enakle any person skilled in tke art to wkick it pertains, or witk wkick it is most nearly 
connected, to make and/or use tke invention commensurate in scope witk tkese claims. It is 
recommended tkat kuman sukject ke incorporated into eack of tke independent claims. 

Response to Arguments 
2. Applicant's arguments, see remarks, fded 7/22/2004, witk respect to tke outstanding 
rejections kave keen fully considered and are persuasive. Tke previous rejections kave keen 
witkdrawn. 

Any inquiry concerning tkis communication or earlier communications from tke 
examiner skould ke directed to Monique T. Cole wkose telepkone numker is 571-272-1255. 
Tke examiner can normally ke reacked on Monday-Tkursday from 6:30 A.M. to 4:00 P.M. 
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if attempts to reack tke examiner ky telepkone are unsuccessful, tke examiner's 
supervisor, Jill Warden can ke reacked on 571-272-1267. Tke fax pkone numker for tke 
organization wkere tkis application or proceeding is assigned is 703-872-9306. 

Information regarding tke status of an appkcation may ke oktained from tke Patent 
Application Information Retrieval (PAIR) system. Status information for puklisked applications 
may ke oktained from eitker Private PAIR or Puklic PAIR. Status information for unpuklisked 
applications is availakle tkrougk Private PAIR only. For more information akout tke PAIR 
system, see kttp://pair-direct.uspto.gov. Skould you kave questions on access to tke Private PAIR 
system, contact tke Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Monique T. Cole 
Examiner 
Art Unit 1743 

MC 



